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L Basis of the report 



I. With regard to the elements of the international application:* 
I I the international application as originally j51ed. 
the description: 

pages I-I3 as originally filed 

pages NONE , filed with the denumd 

pages NONE , filed with the letter of 



the claims: 

pages NONE ^ as originally filed 

pages NONE , as amended (together with any statement) under Article 19 

pages NONE , filed with the demand 

pages 14-19 , filed witii flie letter of 06 September 2004 (06,09.2004) 

the drawings: 

pages 1^6 ^ as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of 

I I the sequence listing part of the description: 

pages NONE . as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with tiie letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, imless otherwise indicated under this item. 
These elements were available or furnished to this Authority in the following language which is: 

the language of a translation furnished for the purposes of international search (under Rule23.1(b)), 

□ 

the language of publication of the international application (under Rule 48.3(b)). 

I I the language of the translation furnished for the purposes of international preliminary examination(under Rules 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international prelimmary examination was carried out on die basis of the sequence listing: 

I I contained in the international application m printed form. 
□ filed together with the international application m conoputer readable form. 
I I furnished subsequentiy to this Authority in written form. 
I I furnished subsequentiy to this Authority in con^uter readable form. 

□ 

The statement that the subsequentiy furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

Hie statement that the information recorded in conq)uter readable form is identical to the written sequence listing 
has been furnished 

The amendments have resulted in the cancellation of: 

I I the description, pages NONE 

I I the claims, Nos. NONE 

I I the drawings, sheets/fig NONE 

^* I i This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).*'^ 

* Replacement sJieets wliich have been furnished to tlie receiving Office in response to an invitation under Article 14 are referred to in 
tliis report as "originally filed" and are not annexed to this report since they do not contain amendments (Rules 70,16 and 70.17), 
** Any replacement sfieet containing such amendments must be referred to utider item 1 and annexed to this report. 
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V. Reasoned statement under Rule 66.2(a) (ii) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. STATEMENT 



Novelty (N) Claims 8-11 ,13-19.24,29,34-37.42 and 45^7 ^YES 

Claims ^7a2.20-23.25-28.30-33.38-41.43 and 44 ^NO 

Inventive Step (IS) Claims 13-19. 24. 29. 34-37,42 and 45^7 ^YES 

Claims 1-12.20-23.25-28.30-33.38-41.43 and 44 ^NO 

Industrial Applicability (lA) Claims 1:47 ^YES 

Claims NONE ^NO 



2. CITATIONS AND EXPLANATIONS 

Claims 1-7, 12, 20-23, 25-28, 30-32, and 44 lack novelty under PCT Article 33(2) as being anticipated by U.S. Patent No. 
6,387,108 Bl to Taylor et al. Regarding Claims 1-7, 12, 20, 21, Column 4, lines 24-31 and Figure 2 detail the invention. The 
invention is capable of piercing without tearing a wall. Any marking, edge, or difference in material can be considered a marking by 
which one could judge an incision depth. The instrument can be made in various sizes. Column 4, lines 12-14 describe forming a 
"precisely measure and substantially linear incision," which reads on "checking on a marking on the cutter to estimate a resulting 
incision length," as set forth in claim 30, because in order to precisely measure the depth, the user would have to use on of the 
markings/edges/differences in material on the cutter in order to know how deep/wide the cut was made. 

Regarding Claims 22, 23, 25-28, 30-32, and 44, Figure lA shows and Column 3 line 65-Column 4 line 3 explain such a method of 
cutting a vessel from the inside out. 

Claims 8-11 lack an inventive step under PCT Article 33(3) as being obvious over U.S. Patent No. 6,387,108 Bl to Taylor et al. 
Although Taylor does not disclose these specific dimensions, it would be obvious to make a scalpel having such dimensions, as there 
would be no surprising advantage to having a scalpel with those dimensions as opposed to other dimensions. 

Claims 38-41 and 43 lack novelty under PCT Article 33(2) as being anticipated by U.S. Patent No. 5,197,465 to Montgomery. 
Montgomery's instrument has a guage and a portion 34 capable of making a mark on a blood vessel. Component 24 is capable of 
protecting the distal part of the instrument. 

Claim 33 lacks novelty under PCT Article 33(2) as being anticipated by U.S. Patent No. 5,292,309 to Van Tassel et al. Figure 2 
shows an elongate element with two lumens (which could be called "slots) extending through the instrument. The instrument has a 
guage and indices. The guage is of such a dimension that the device is capable of performing the intended use. 

Claims 13-19, 24, 29, 34-37, 42, and 45-47 meet die criteria set out in PCT Article 33(2)-(3), because the prior art does not teach 
or feirly suggest the invention. 
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CLAIMS 

I. Apparatus for foiming sax incision of a controlled size in a blood vessel, comprising: 
a sterile penetxadon tip which is adapted to pierce a wall of the blood vessel; and 
an arcuate section having a cuttinj^ edge defined on an inner portion thereof extending 

from said penetration tip, 

-wherein said arcuate section defines at least one incision length mazldng thereon^ 

Z. Apparatus according to claim !• -wherein said t^ is adapted to piearcd said wall Tvxthout 
tearing. 



3. • Apparatus according to claim 1. coisapzising a liandle extending firom said arcuate 
section on an opposite end of said arcuate section. 

4. Apparatus accotding to claim 1» wherein said arcuate section defines at least two 
• incision length xnaddngs thereon. 

5. Apparatus aooording to claim 1, wherein said acuuate section defines at least two 
incision lengdi majSdngs* associated with different in^sion lengths^ thereon. 

' 6* Apparatus according to claim 3, wherein said tip, arcuate section and handle lie in a 
piano. 

7. Apparatus according to claim 1» said apparatus includes a cutting edge only on said 
arcuate section on an inner portion thereof. 

8. Apparatus ac<x)rding to claim 1^ wherein a non-cutting section is defined between a 
ibrward tip of said penetration tip and said cutting edge, said non-cutling section being longer 
than 0.5 mm. 

9. Apparatus according to claim 1, wherein said cutting edge has a linear extent of less 
than 20 nun. 
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10. Apparatus accotding to claim 1> wherein said cutting edge has a linear extent of less 
than 10 mm. 

11. A|>patatus according to claim 1, wherein said cutting edge has a linear extent of less 
tbanS mm. 

12. A])|»azatus for forming an incisicm of a controlled size in a blood vessel^ comprising: 



a body extending firoxn said tip; and 
a cutting guide defined on said body. 

13. Apparatus according to claim 12, comprising a Crame adapted to lock said wall betv^een 
said fiame and said body^ firom outside the blood vessel. 

14. Apparatus according to claim 12» whercnn said cutting guide comprises a slot sized to 
receive a cutting blade suitable fbr cutdug blood vessel walls. 

15. Apparatus accozding to claim 14, wherein said slot is marked with distance maxkecs. 

16. Apparatus according to claim 14, wherein said slot has a far end at a point less than 20 
mm firom said penetration tip. 

17. Apparatus according to claim 14, wherein said slot has a far end at a point less than 1 0 
mm frotsx said penetration tip. 

18. Apparatus according to daim 13> wherein said fiame is attached to said body by a 
hinge. 

19. Apparatus according to claim 13, wherein said j6rame comptises a cutting stop adjacent 
said penetration tip and past an end of said cutting guide. 

20. Apparatus acrording to claim 12, wherein said penetration tip is adapted to pierce said 
blood vessel without causing a tear. 



a sterile penetration tip which is adapted to pierce a wall of the blood vessel; 
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21. 



Appatatus according to claim 12» wberein said body is strai^t. 



22. A method of fonning an izKasion in a blood v^sel, (K>znptising: 

(a) inserting a penetration tip into a blood vessel, forming a puncture; 

(b) fixing said penetration tip so that it maintains a fixed axial position relative to an 



axis of the blood vessel; and 

{c) catting a linear aperture guided by an ^tension of said penetration tip* 



23. A me&od according to claim 22, wherein fixing comprises penetratiog said penetration 
tip out of said blood vesseL 

24. A method according to claim 22, wherein fixing comprises locking said blood vessel to 
said extension of said tq> using a firame on die oiitside of the blood vesseL 

25. A me^od according to claim 22, comprising, detfamining an expected incision length 
prior to said cutting. 

26. A method according to claim 25» comprising removing said fixing if said expected 
length is not a desired length. 

27. A metiiod according to claim 22, compxising» removing said penetration tip and 
repeating (a)-<b) to achieve a desired expected incision length. 

28. A method accordirxg to claim 22, wherein cutting comprises comprising retracting said 
extension to form a cut 

29. A method according to claim 22, wherein cutting comprises guiding a knife along said 
penetration tip to form a cut. 

30. A medxod of cutting an incision in a blood vessel, comprising: 

(a) inserting a fixmt tip of a sickle shaped cutter into a blood vessel; 

(b) mampulating said tip to exit the blood vessel at a different point; 
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(c) chccikixig a markmg ozi cutter to estimate a resulting incision length; and 

(d) retiactuig said sickle sliaped cutter to cut the blood vessel, following the checking. 

31. A mefliod according to claim 30> contpxising repositioning said tip prior to said 
retracting, to eodt said blood vessel at a further difEerent point. 

32. A metSiod according to claixn 30, wh^ein said blood vessel is only punctured by said 
tip and is not damaged in any other wayby the sickle cutter, prior to (d). 

5 

33. An evaliiator ad^ted for evaluating a blood vessel, comprising: 
a flat elongate element having a width; 

at least two slots of different opening si2;es extending through a portion of the widtli 
and adapted to receive a blood vessel therein; and 

at least one first edge gauge along the elemetit, the edge gauge having a first 

wherein said first dimension is of an incision lengtli in a side vessel suitable £br an end- 
to-side anastomotic connection using an everted blood vessel having flie diameter between the 
two opCTmg sizes. 

34. An evdluator according to claim 33 and including at least one third slot extending 
through a portion of the width, the at least one third slot having an opening of a size greater 
than the other two slots. 

35. An evaluator according to claim 34 and including at least one second gage edge, the 
edge having a second dimension of an incision lengdi in a side vessel suitable for an end-to- 
side anastomotic connectjon using an everted blood vessel having the diameter between the 
greater size and the two opening sizes. 

36. Aa evaluator according to claim 33 and includitig a marking section adapted for 
maiking a blood vessel^ said maiidng section being at said end gauge. 

37. An evaluator according to claim 36, wherein said marking section is at an edge of said 
end gauge. 

17 
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38. A sterilized merkixig cvdluator ad^ted for evaluatxng a blood vessel comprising: 
~ a flat elongfite element having a width; 

at least one first edge gauge along ibc element the edge gauge having a first 
dimension; and 

a marking section adapted for maddiog a blood ves$el» said marking section being at or 
near $aid edge gauge. 

39. A macrldxxg evaluator according to claim 38, wberchi said first dimension is smaller 



40. A marfcing evaluator according to clainx 38, wherein said marking section is at an edge 
of said edge gauge. 

41. A mazking evahxator according to claim 38^ comprising a cap to protect said marking 
section when not in use. 

42. A maz3dng evaluator according to daim 38» compzising a second edge gauge with a 
second dimension and a secomdmaxking section thereat. 

43. A marking evaluator according to claim 38» wherein said maiVrng section Is near said 
edg^ 

44. A method of cutting an apeiture in a blood vessel, comprising: 
contacting said vessel with a matker having a fixed marking length; and 
cutting along said marking* 

45. A method according to claim 44, comprising measuring a finished aperture with said 
madcer. 

46. A method according to claim 44, comxmsipg inking said fixed maiking length prior to 
said contacting. 

47. A method of cutting an f^erturo in a blood vessel^ compiising: 
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inserting apcnetratiotttip into ablood vessel at ap.oiiit; 

visually idcntii^ onthobloodW a desired incisioa. starting at 9a.dpc«t; and 
cutting according to said visual guiding. 
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